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This document lists observations made by the FDA representative(s) during the inspection OfyOUf facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. Ifyoll have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

QUALITY SYSTEMS 

OBSERVATION 1 

Procedures describing the bandling of written and oral complaints related to drug products are deficiently written or followed. 

A. Specifically, written complaint procedures that were in effect during November 6, 2009 Tylenol 
Arthritis Reliefproduct recall require the complaint category assigned to a complaint file be an accurate 
description of the event as transcribed from the reporter of the event. A review of~omplaints in 
PQMS that were received from 1/1/2010 and 111412010 against recalled Tylenol lots revealed the 
following information: 

• The total number of complaints containing reports of stomach pain, diarrhea and/or vomiting in 
the Complaint Investigation Event Description and were placed into the category "Uncategorized 
Adverse Event" was,-,of. complaints). In contrast,.gastrointestinal illness 
complaints~~omplaints) were placed into the "Digestive / Gastrointestinal" 
category. 

•	 The criterion being used by QA in trending for TBA-related complaints is the report of the 
presence of"musty / moldy" smell in the product container. The total number of complaints 
containing reports of "musty / moldy" smell associated with reports of gastrointestinal illness 
from the same set of data wa~of.complaints).•complaint of "musty / moldy" 
smell was categorized as "Uncategorized Adverse Event". 

omplaint tracking numbers are as follows: 

SEE REVERSE 
12/09/2010

OF THIS PAGE 
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B. Reported symptoms in the "Event Description" were not always completely captured in a complaint 
category. From the~omplaints reviewed, as described above, the following instances were 
observed: 

• Tracking # -report of faint smell was not captured in complaint in any category. 

• Tracking ~- report of rash was not captured in complaint in any category. 

• Tracking ~ report of rash was not captured in complaint in any category. 

C) A review of the complaints received against lots of Benadryl Children's Fastmelt Tablets (Cherry and 
Grape flavors) showed there were a number of "Does not Dissolve" complaints. The following table 
contains information from each complaint: 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator a~
 
Joseph L. Despins, Investigator ~
SEE REVERSE 
Temar Q. Williams, Chemist dft~ 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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10/14/2008 

10/30/2008 

4/17/2009 

Grape/_ 

Cherry / 

Grape~· 

Consumer said had on tongue for 18 
minutes and still did not dissolve. 

The product does not dissolve - my 
children still need to chew it. 

Please reconsider taking grape 
chewable children's Benadryl. The 

strips burn the children's mouths and 
the fast-melts don't melt that fast and 

choke them. 

Mother had given the product to her 7 
year old daughter, they are not 

melting. She has had it in her mouth 
for 3 minutes and it is still not melted. 

At another time the child ended up 
chewing it. The product is not 
melting in the child's mouth. 

Says product caused 3 year old to gag 
and spit up product. Didn't melt fast 

on child's tongue. 

None of the com ations. addressed the quality information found in Out of Specification 
Investigations for content uniformity. (See related observation under 
Observation 3). 

D) ~laint investigations did not always include all relevant quality information that was available in 
the_nvestigation system. The following instances are examples: 

3/5/2009 

3/16/2010 Grape/_ 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator Q /....--~
 
Joseph L. Despins, Investigator ..:7Z...()
SEE REVERSE 
Temar Q. Williams, Chemist ~LAJ 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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•	 Quality Notification (QN) # dated 1/12/2010 (TEA-related 
activity), blocked usage ofall bottles and caps received from component supplier 
_along with all finished goods within control that have used these components. A review of 

_gastrointestinal and/or off-odor complaint investigations that were received against~nished 
products that were manufactured from components identified in . revealed that.of 
the complaint investigation reports included information from this QN, whereas. of the 

The current status of 
ots is they were distributed to commercial market and have not been recalled. 

complaint investigation reports did not reference the quality information found in 
The lots and complaint tracking numbers for complaints that referenced 
complaint investi ations are as follows: 

•	 QN # dated 2/25/2010 (TEA-related activity), described 
detection ofhaloanisole taint odor in the McNeil Fort Washington warehouse by McNeil staff, 
qualitative detection of the odor by an outside contractor specializing in detection of haloanisole 
taint odors and remediation activity. astrointestinal and/or off-odor complaints were 
received against lots I products) that were manufactured from components previously blocked 
b None ofthe .complaint investigations reference the quality information 
found in The lots and complaint tracking numbers are as follows: 

The current status of these lots is they were 
to commercial market and have not been recalled. 

EMPLOYEE(S) SIGNATURE	 DATE ISSUED 

Anita R. MichaeL Investigator Q bL..L4
 
Joseph L. Despins, Investigator ~
SEE REVERSE 
Temar Q. Williams, Chemist ii~	 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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OBSERVATION 2 

Control procedures are not established which monitor the output and validate the performance of those manufacturing 
processes that may be responsible for causing variability in the characteristics of in-process material and the drug product. 

Specifically,
 
Benadryl Allergy Fast Melts Process Validation Report 

_
 

indicates that the _ 
ust provide a detailed description 

Validation protocol indicates that th~were established and justified based o~ 
The protocol did not have a detailed description forthe scientific rational for choosing these 
e protocol did not discuss the assessment conducted regarding the 

as identified ~fth_ The protocol report indicated that~uration
would be as s ecified in the The protocol did not explain the scientific rational 
used to determine Additionally, the protocol did not describe in detail how the 

For example machine and product settings that could impact end 
There was no discussion for the_regarding the ~ the protocol. \ 

was identified as th~in_COl. The target speed is identified to be 
specified as listed in the The protocol did not explain the scientific 

rational for identifying the target speed. Additionally, the protocol did not describe in detail how the 
target speed would be monitored. For example machine aniiroduct settings that could impact end 
product quality. There was no discussion concerning the as it related to the_in the protocol. 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator (1~
 
Joseph L. Despins, Inv.estigator Jr~
SEE REVERSE 
Temar Q. Williams, Chemist ,JW 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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studies discussed in the process validation report to assure that the final blend (in-process mate.'al 
maintains uniformity and does not exhibit segregation during storage or transfer to the second 
which is~dditionally, there were no hold time studies discussed in the process validation 
for the Coated Granulated Diphenhydramine HCL to assure that segregation does not occur and it 
maintains uniformity over time. 

C) Per the Process Validation Protocol 
matrix consists o~atches of formul 
Flavor. Additional'iY.'1iie re ort s ecifies aces 

(for erry avor. a I abort Batches 
were destroyed because they did not meet the roduct 

OTC Pharmaceutical Manufacturer 

B) ~has 
The _ is then oncemmg e V I a on, ere were no 0 time 

Fort Washington, PA 19034 

and batches 

Grape Flavor batches were produced in replacement, batches 
the requirements of the validation matrix. A portion of the replacement validation batch•••• 
was rejected because the in-process tablet weight variability was greater relative to the other process 
validation batches. This portion of the batch was rejected without being fully tested and evaluated to see 
if the weight variations had any effects on the tablet content uniformity results, DPH assay or 
dissolution. 

D) During process validation materials that did not meet their predetermined specifications were 
used in the process validation batches. Specifically, the Coated DiphenhydranIine _did not meet the 
specification requirements ofwhite to offwhite granules because dark specks were found in the 
materials. This material was placed on blocked status, not approved for use. However, the materials 
were released from the blocked status in order to allow them to be used in the process validation batches 
prior to the investigation being completed. 

Comprehensive Action Plan Process Validation Quality Indicator Assessment Report 
S1. Joseph Enteric Coated Aspirin Tablets 81 mg Formula_ 

A) According to the section Data Thresholds in your Comprehensive Action Plan (CAP) it indicates 
for Batch Rejection Rates, at minimum, products with greater than a~ection rate will be further 
analyzed. For the S1. Joseph Enteric Coated Aspirin Tablets 81 mg only. batch rejects were 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator tl~~
 
Joseph L. Despins. Investigator ~
 SEE REVERSE 
Temar Q. Williams, Chemist ~U) 12/09/2010

OF THIS PAGE Linda M. Hoover. Investigator 
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considered in the calculations to determine the rejection rate. The calculated rejection rates were _for 
review period 2/1/07-1/31(08),.for review period 2/1/08 - 1/31(09) and. (for revi.eriod 
2/1/09-1/31/10). In each of these cases the conclusion was that the results were below th 

(b) (4)

threshold 
therefore no further action was deemed necessary. However, review of the data revealed that partial 
rejects were not included in the calculated rejection rates and were excluded. For example, when partial 
rejections are included in the calculated rejection rates the following results are obtained_ (for 
review period 2/1/07-1/31(08)_for review period 2/1/08 - 1/31(09) and _(for review period 
2/1/09-1/31(10). 

B) The discussion in the PVIQIA for the St. Joseph Enteric Coated Aspirin Tablets was incomplete. 
The PV/QIA did not thoroughly explain if there were similar trends indentified across the review 
periods (2/1/07-1/31/08, 2/1/08 - 1/31/09 and 2/1/09-1/31/1 0) concerning the partial and full batch 
rejections. Additionally, there was no 

(b) (4)

discussion regarding the rational for excluding the partial rejected 
batches from the calculated rejection rates. 

OBSERVATION 3 

There is a failure to thoroughly review any unexplained discrepancy and the failure ofa batch or any of

(b) (4)

its components to 
meet any of its specifications whether or not the batch has been already distributed.
 

Specifically,
 
Per the firm's Quality Assurance Procedure ubject Deviation Investigation Procedure
 
section 6.1 requires that a thorough investigation of the deviation will be performed. The results of the
 
investigations into the deviations are documented in Notification Reports.
 

Benadryl Allergy Fast Melts
 
~proximatelY.lotsof Bena I Fast Melts tablets were produced for Grape (formula.
 

d Cherry flavor (formul etween OS/2008 and 03/2010 and released to market. 
For the Grape Flavor there were multiple co rmed OOS and confirmed OOT results observed 
throughout the manufacturing ofthe.atches. For the batches listed below the fIrm continued to 
manufacture batches and release the batches to market before and after obtaining OOS and OaT results 
without conducting complete investigations from 08/2008 through 03/2010. 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator alL-?(
 
Joseph L. Despins, Investigator ~
SEE REVERSE 
Temar Q. Williams, Chemist ,~~ 12/09/2010

OF THIS PAGE Linda M. Hoover, Investigator 
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1. On or about 06/2008 OOS results for the active ingredient Diphenhydramine HCL Content 
Uniformity was observed for batc~d described in Investigation 

2. On or about 0112009
 
observed for batches
 
Investigation
 

3. On or about 02/2009 OOS results for the active ingredient Diphenhydramine HCL Content 
Uniformity was observed for batch and described in Investigatio~ 

4. On or about 05/2009 OaT results for the active ingredient Dip~ne HCL Assay was 
observed for batch ~d described in Investigation_ 

B) Investigations did not include a review 
complaints, adverse events or lack of effect reports for consumer complaints received for Fast Melts. 
Additionally, a CAPA was not initiated in a timely fashion to include an evaluation of the firm's 
~aints related to Fast Melts or how complaints were reviewed and evaluated. For example_ 
~as initiated on April 8, 2010. section titled Investigation of Root Cause (M'eiiSiife"'" 
& Analyze) did not describe or cross reference an investigation of the complaints to determine if a root 
cause and corrective actions could have been identified and initiated earlier. 

C) For each of the investigations conducted for the OOS and OaT listed in above 1-4, there were no 
discussions regarding an evaluation of the stability data. 

Process Validation reports approved 06/17/08 or the Research and Develo 
the manufacturing process. The investigation 
conducted for the multiple OOS and OaT (described above) determined that no root cause was 
identifiable. The firm determined that no Preventive Action was warranted since no assignable or 
definite root causes could be determined for each of the OOS and OaT listed above. 

E) For the investigations for the batches described in 1-4 the Notifications did not address or discuss 
the stability results for the Fast Melts. Specifically, a review of the stability data and whether or not it 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

Anita R. Michael, Investigatort2~~
 
Joseph L. Despins, Investigator ~
 SEE REVERSE 
Temar Q. Williams, Chemist J W 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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was trending towards failure was not documented as conducted or evaluated in the notifications. 

F) A risk assessment was not initiated and completed prior to this the inspection concerning 
Benadryl Allergy Fast Melts. 

Sudafed PE Non-Drying Sinus Caplets 

A) Specifically, the firm's laboratory investigations into Out of Specification and/or Atypical results 
are not always complete or accurate. For example, 
Laboratory Investigation~as initiated 9/22/08 to investigate the initial Stability Out-Of­
Specification values for an Unspecified Individual Chromato a hic 1m urity found in Sudafed PE Non-
Drying Sinus Caplets, batches Sudafed PE Non-Drying 
Sinus Caplets contain two Active Pharmaceutical Ingredients, Phenylephrine HCl and Guaifenesin. The 
Investigation's concluded root cause is that the unspecified impurity's results were originally quantitated 
relative to Phenylephrine and therefore is not correct. However, the Research Report presented as part of 
the Investigation stated that the unknown peak was Guaifenesin related and therefore should be 
calculated relative to Guaifenesin which yields results within specification. The Laboratory Investigation 
did not accurately identify the source of the unknown impurity or extend to other batches to accurately 
isolate the impurity to the product. 

OBSERVATION 4 

Records are not maintained so that data therein can be reviewed at least annually to evaluate the quality standards of each 
drug product to determine the need for changes in specifications or manufacturing or control procedures. 

Specifically, 

Sudafed PE Cold and Cough Caplets Formula Number_ 

Your APR dated 04/01/09 - 03/31/10 for Sudafed PE Cold and Cough Caplets Formula Number. 
~dicatesthere were no OOS or OOT investigations for this period. However review of the data 
revealed the following OOT results exceeding the established Upper Control Limits or falling below the 
Lower Control Limits for the listed analytical tests: 

EMPLOYEE(S) SIGNA1l.JRE DATE ISSUED 

Anita R. Michael, Investigator Cl~~
 
Joseph L. Despins, Investigator ~
SEE REVERSE 
Temar Q. Williams, Chemist ~~ 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 
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For Batch 
For Batch 

For Cuaifenesin Assay the UCL = and L 
For Batch~e Guaifenesin Assay was 

For Acetaminophen Content Uniformity the =UCL nd the LCL=
 
For Batch the Acetaminophen Content Uniformity was.an
 
LCL.
 
For Cuaifenesin Content Uniformity the UCL = and the LCL =
 
For Batch~e Guaifenesin Content Uniformity was. and above the
 
UCL.
 

For Dextromethorphan Bbr the Content Uniformity UCL = and the LCL =- .For Batch the Dextromethorphan Hbr the Content Uniformity was. and 
above the UCL. 

For Phenylephrine BCL the Content Uniformity UCL = and the LCL = 
_ForBatch~ePhenylephrine HCL the Content Uniformity was_ 
and above the UCL. 
For Acetaminophen Dissolntion average the UCL = 

For Batch he Acetaminophen Dissolution was 

For Cuaifenesin Dissolution average the UCL = a~n~d!!tthb:e;;rL:<CSL~=;-W••---1 
For Batch_the Guaifenesin Dissolution wasiland below the LCL. 
For Batch~e Guaifenesin Dissolution was and above the UCL. 

For Dextrometho han HBr Dissolution avera e the UCL = 
EMPLO'fEE(Sj SIGNATURE DATE ISSUED 

Anita R. Michael, Investigator tl~
 
Joseph L. Despins, Investigator ~
SEE REVERSE 
Temar Q. Williams, Chemist c1UJ 12/09/2010OF THIS PAGE Linda M. Hoover, Investigator 

FORM FDA 483 (09108) PREVIOUS EDmON OBSOLETE INSPECIIONAL OBSERVAT!ONS PAGE 10 OF 16 PAGES 



(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4)
(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRAnON
 

DATE(S} OF INSPECTIONDISTRICT ADDRESS AND PHONE NUMBER 

US Customhouse, Rm 900 2nd & Chestnut St 10/27/2010 - 12/09/2010* 
FEl NUMBER Philadelphia, PA 19106 

(215) 597-4390 Fax, (215) 597-0875 2510184 
Industry Information: www.fda.gov/oc/industry 
NAME AND TITLE OF INDIVIDUAL TO INHOM REPORT ISSUED 

TO: Hakan Erdernir, Vice President of Operations 
FIRM NAME STREET ADDRESS 

McNeil Consumer Healthcare, Div Of 7050 Camp Hill Road 
McNeil-PPC J Inc. 
CITY, STAlE, ZlP CODE, COUNTRY "TYPE ESTABLlSHNIENT INSPECTED 

Fort Washington, PA 19034 OTC Pharmaceutical Manufacturer 

For Batch e Dextromethorphan HEr Dissolution wa
 
DCL. For
 the Dextromethorphan HEr Dissolution was 
theLCL. 

Additionally, per the a lab investigation is required upon identification of suspect 
OaT or OOS result. The investigation is to be thoroughly documented as an event according to site 
event procedures. Also, the procedures require confirmed OOS and OaT to be forwarded to appropriate 
departments for a full scale investigation. The QeD did not initiate OaT investigations for the test 
results listed above. The APR should include have included an evaluation of these values and corrective 
actions should have been initiated to account for the shifts and trends in the process. 

Additionally, the third party review conducted and documented in the PV/QIA for form.ula_ 
indicates that for~ualProduct Reviews covering batches produced between dated 04/01/09 ­
03/31110 there were no OaT results for Additionally the PVlQIA review did not reveal that 
investigations should have been conducted for the OaTs listed above. 

OBSERVATION 5 

Investigations ofan unexplained discrepancy and a failure of a batch or any of its components to meet any of its 
specifications did not extend to other batches of the same drug product and other drug products that may have been 
associated with the specific failure or discrepancy. 

Specifically, for the following: 

Benadryl Allergy Fast Melts 

A) Per the lab investigation is required upon identification of suspect OaT or 
OOS result. The investigation is to be thoroughly documented as an event according to site event 
procedures. Also, the procedure requires confirmed OOS and OaT to be forwarded to appropriate 
departments for a full scale investigation. Investigation report ·nitiated 01/2009 fo. 
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Fort Washington, PA 

confirmed OOTs for Diphenhydramine HCL assay regarding batches 
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did not extend to evaluate the previous OOS for content uniformity that resulted in 
The electronic review in. was incomplete and did not reveal the previous OOS for Batch 

hat was rejected for not meeting the predefined specifications for content uniformity on 
06/2009. 

B) Investigatio~ocumented a confirmed OOT result for assay for ~ated 
0512009. This investigation did not extend to previous batches that had similar OOT results for the 
Assay or previous batches that had OOS results for content uniformity. For example a • search was 
conducted for the API used and did not extend to evaluate revious and similar OOT for assay 
identified for batches described in Investi ation re ort 
~ that was initiated 01/2009. Also the search conducted for Investi ation did 
not reveal the OOS results for Batc ported under investigation which is 
dated 06/2008. 

uniformity regarding batch 
C) Investigation_intiated 02/24/2010 documented an additional confirmed OOS for content 

This investi ation did not extend to previous batches that had 
multiple OOT results recorded in Investi ation for batch .OOT. 
confirmed assay results for batches (described in 
~onrepo~thatwas initiated 01/2009. The search conducted for Investigation 
_ did not reveal the previous OOT results for other batc es. 

OBSERVATION 6 

Written records are not always made of investigations into unexplained discrepancies. 

Specifically, 

A) QN # dated 2/25/2010 (TBA-related activity), described detection 
of haloanisole taint odor in the McNeil Fort Washington warehouse by McNeil staff, qualitative 
detection of the odor by an outside contractor specializing in detection of haloaniso1e taint odors and 
remediation activity. The TBA specialist advised in two summary reports titled Sensory Assessments of 
McNeil Warehouse, Fort Washington, PA for Haloanisole Taint (dated 3/3/2010 and 3/9/2010) that 
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quantitative sampling be conducted of environment (i.e., atmosphere and water) and certain materials 
(i.e., wood, paint, insulation and cardboard). Each summary report contains the following statement: 
"Under most circumstances, analytical testing can detect haloanisole taint below the sensory threshold of 
indiVidUaliilis."Such uantitative testing was not performed and materials within the warehouse that was 
blocked b were approved for use and released. However, the Investigation Findi& 

Washington warehouse. During the walkthrough, no haloanisole odors were detected from a sensorial 
perspective and th~al testing is capable Of. detecting at lower levels. Based on the absence of 
haloanisole odors_was not recommending any remediation for the facility." On 3/112010, caps 

section 0 written by the Quality Control Unit, contains the following statement: _ 
_ performed a follow-up sensory assessment on 3/5120 I0 after the ventilation was stoppend [sic1and 
the warehouse was allowed to stabilize for conclusion at the end ofhis assessment 
was that the presence of perceived haloanisole taint was not identified in any location within the Fort 

were stored in the warehouse and on what pallets, when the bottles were received and if any portions 
were released for use in products. A review conducted during the inspectio~of 
Lot~asused to package Tylenol 8 hour caplets _Inished lots ~hat 
were released to market and have not been recalled. There was no investigation initiated that describes 

and bottles manufactured by the ~cility were removed from the Fort Washington 
Warehouse before remediation b~ay have been exposed to haloanisole in the__ 
facility (remediation action was aeration of the warehouse on 2 occasions). However, bo~ 
into thewarehouse on 3/30/2009 that were manufactured by~cNeil Material # 

md Lot #_were not removed from the Fort Washington Warehouse and remained in 
the warehouse during remediation. There was no investigation initiated describing where the bottles 

the impact on these products or the health hazard to consumers. A review of P MS com laint records 
I ... -, .- .... - t .. l. I - - -, .e. I t lots 

or gastrointestinal symptoms. 

B) Quality Notification (dated 2/24/20 I0) placed certain components and finished goods 
lots in blocked statu ecause they may have been exposed to haloanisole in the 

acility at co PoSS! y impact components in the Fort Washin on manufacturing 
facility. A review of the finished goods lots showed that lots ere placed on 
hold even though thes.lots were released for commercial distribution the previous year_ 
was released in May 2009 and ~as released in June 2009). There was no investigation 
initiated to determine how this situation could occur. 
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C) On January 15,2010 a recall was initiated that included Lots that were within the expiration dates 
from January 1, 2007 through January 15, 2010. This recall included lots that were packaged using any 
packaging cou:ponents s.o~ces from_ and rec~ived on .rion-heat treated allets. Regardin.g 
the Fort Washington facilIty on Janu~all matenals received from ere requITed 
to be placed into blocked status and moved into trailers. However. containers 0 

Materials were received back into the facility after the Jan 12 2010 notification. There was no 
investigation initiated describing the events concerning these .ontainers of materials. For examples, 
the containers disposition, additional searches in_to assure that no other containers were received 
and implemented corrective actions to prevent additional containers from coming in the facility. No 
written investigation was available describing what materials were in the containers that were received 
from The TBA Fort Washington investigation was initiated during the inspection. 

D) On 01/14/2010 a sensory assessment revealed presence of perceived haloanisole taint in the 
following areas: A pallet that had~ttle~partnumber) on top location at 
positio~ Also a pallet located~had~bottles ~art number) 
stacked on top revealed presence of perceived haloanisole taint. The was no investigation initiated on 
01/21/1 0 documenting the quantity ofbottles on each pallet, the Lot number, whether or not any of the 
bottles were released and used in products, and if there were any other materials that were impacted by 
these bottles. 

OBSERVATION 7 

The responsibilities and procedures applicable to the quality control nnit are not fully followed.
 

Specifically,
 

A) There was no CAPA initiated for the Fort Washington PA facility regarding TBA and identifying
 
the actions taken to minimize the risksaots of various products were recalled as of Jan 2010 .
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manufactured and released from this facili~

Pharmaceutical Manufacturer

There was no site specific CAPA initiated 
per the Fort Washington CAPA procedure~ere was no CAPA initiated that identified 
trends associated with TBA, deviations and assessing the evaluation conducted consumer complaints 
associated with TBA. There was no CAPA initiated documenting and preventative measures for the 
January 2010 recall. An existing CAPA initially initiated for a recent recall for Lot .related to 
TBA was retrospectively updated during the inspection to capture the missing information. 

B) The Quality Control Unit instructed warehouse personnel to remove multiple lots ofproducts 
associated with the corrective actions related to the TBA recall. The were no deviation reports available 
describing what materials were associated with the Lots destroyed. For example, the suppliers or 

the warehouse included Lots 

material descriptions. Additionally, there was no deviation report initiated by Quality to determine if 
there were portions of the Lots used in roducts that were released to market. The Lots removed from 

C) Regarding the Field Alert Report (FAR) for product_, initial and 2 follow"up reports,
 
dated 09/20/2010,09/27/2010 and 10/24/2010, the FAR report indicates that all information related to
 

_ components were reviewed previously and did not meet the criteria for being shipped in 
chemically treated pallets. However, review ofyour records during the inspection revealed that 
approximately~riorto the Field Alert Report your Quality Control Unit previously segregated 
and destroyed portions of Components both bottles and caps, Lots 
identified with TBA. AlSo. finished Lo.t 
associated with these~ottlesand caps were also segregated. 

D) There was no testing ~ on the retain samples for the additio.nal lots of St Joseph's 
Aspirin Lot _and Lot ~sing _ bo.ttle Lot _ The same Vendor Lot was 
used for Lo.t_ which was recalled 10/14/1 0 for TBA detected in the field samples and retain 
samples. 
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